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DETAILED ACTION 

Claim Rejections - 35 USC§ 101 

1. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

2. Claims 25-48 are rejected under 35 U.S.C. 101 because the claimed invention is directed to non- 
statutory subject matter. In addition to inquiry of whether a claimed method falls within a judicial 
exception, Supreme Court precedent (Diamond vs. Diehr, 450 U.S. 175, 184 (1981); Parker vs. Flook, 437 U.S. 
584, 588 n.9 (1978); Gottschalk v. Benson, 409 U.S. 63, 70 (1972); Cochrane v. Deener, 94 U.S. 780, 787-88 
(1876).) and recent Federal Circuit decisions, require that a claim drawn to a process must (1) be tied to 
another statutory class (such as a particular apparatus) or (2) transform underlying subject matter (such as 
an article or materials) to a different state or thing. If neither of these requirements is met by the claim, 
the method is not a patent eligible process under 35 U.S.C. 101 and is improperly directed to non- 
statutory subject matter. Thus, to qualify as a 35 U.S.C. 101 statutory process, the claim should positively 
recite the other statutory class (the thing or product) to which it is tied or positively recite the subject 
matter that is being transformed. As claims 25-48 are not tied to another statutory class, nor do they 
positively recite subject matter being transformed, they are improperly directed to non-statutory subject 
matter. 

Claim Rejections - 35 USC§ 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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4. Claims 25-37, 40, 41 and 44-48 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Beach et al.'017 (cited by Applicant). 

Beach et al.'017 discloses a method for the spectral photometric determination of oxygen 
saturation of blood in optically accessible blood vessels, the method comprising: determining the intensity 
of the reflection of blood vessels and their vessel-free environment based on at least two spectrally 
different images and on an empirically determined relationship between the oxygen saturation and a ratio 
of the intensities of the reflection of the blood vessels and their vessel-free environment, wherein the 
determining step comprises illuminating the blood vessels and their environment simultaneously 
(physiological stimulation) with a measurement wavelength at which the reflection of oxygenated and 
reduced hemoglobin differs and illuminating the blood vessels with a reference wavelength at an 
isosbestic wavelength of hemoglobin (page 15, line 6 - page 17, line 8), and wherein the oxygen 
saturation is determined as a linear function of the quotient of the logarithmizcd reflection ratios in the 
vessel-free environment and on the blood vessel at the measurement wavelength and at the isosbestic 
wavelength, the slope and linear term of the linear function being empirically determined from readings at 
a plurality of blood vessels (page 23, line 12 - page 28, line 20); tuning every measurement wavelength 
and reference wavelength, respectively, to a color channel of a color camera used to record the images 
(page 15, line 6 - page 17, line 17); correcting dependencies of oxygen saturation on vessel diameter and 
pigmentation of the environment of the blood vessels by using correctives that are empirically 
determined, the correctives comprising a linear function of either the vessel diameter or pigmentation, 
wherein its slope and linear term are empirically determined (page 23, line 12 - page 28, line 20); and 
automatically, by image-processing means or manually, detecting the direction of the blood vessels and 
their vessel-free environment and taking an average over the reflection values of all the image points 
associated with the blood vessel, wherein specular reflections are identified and eliminated automatically 
(page 14, line 1 1 - page 28, line 20); and wherein the method also comprises a physiological stimulation 
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brought about by inhalation of carbogen (which comprises oxygen) by the test subject (page 34, lines 14- 
25). 

Claim Rejections - 35 USC§ 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. Claims 38 and 39 are rejected under 35 U.S.C. 103(a) as being unpatentable over Beach et 
al.'017, as applied to claim 37, further in view of Faubert et al.'247 (cited by Applicant). 

Beach et al.'017 discloses all the elements of the current invention, as discussed in paragraph 4 
above, except for the physiological provocation or stimulation being brought about by flicker light. 
While page 15, lines 6-1 1 of Beach et al.'017 disclose that flashes of light are supplied to the retina of the 
patient in order to make the oxygen saturation measurements, it fails to disclose the details of the flashes 
of light. Faubert et al.'247 teaches a method wherein stimulation to the retina in the form of flickering 
light is provided in order to obtain oxygenation levels of the patient (see ABSTRACT). It would have 
been obvious to one of ordinary skill in the art at the time of the invention to modify the method of Beach 
et al.'017 to include using flickering light as the stimulating flashes to the retina, as taught by Faubert et 
al.'247, since Beach et al.'017 discloses that stimulating flashes of light are required, but fails to give the 
details of the flashes of light, and Faubert et al.'247 teaches that flickering light stimulation to the retina is 
a method capable of being used to determine oxygenation levels of a patient. 

7. Claims 42 and 43 are rejected under 35 U.S.C. 103(a) as being unpatentable over Beach et 
al.'017, as applied to claim 25, further in view of Cabib et al.'853 (cited by Applicant). 
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Beach et al.'017 discloses all the elements of the current invention, as discussed in paragraph 4 
above, except for an image being prepared of the structure of the blood vessel in which the oxygen 
saturation is coded or marked. Cabib et al.'853 teaches preparing an image of the structure of blood 
vessels in which oxygen saturation is coded or marked in order to enhance the distinction between 
different types of vessels (see Figure 14e and col. 40, lines 32-51). It would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify the method of Beach et al.'017 to include 
preparing an image of the structure of the blood vessels in which oxygen saturation is coded or marked, as 
taught by Cabib et al.'853, since it would enhance the distinction between different types of vessels. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to ETSUB D. BERHANU whose telephone number is (571)272-6563. The examiner can 
normally be reached on Monday - Friday (7:00 - 3:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Long 
Le can be reached on (571)272-0823. The fax phone number for the organization where this application 
or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 



/Eric F Winakur/ 

Primary Examiner, Art Unit 3768 



